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C. Suspect medication(s)
1. Name (give labeled strength & mfr/labeler, if known) .

¥ unspecified TYLENOL® product
2

2. Doss, frequency & routs used  |3. Therepy dates if unknown, give Swation]
B. Adverse event or product problem from/to lor best estimate)
1. X Adverse svent sndior Product problem (e.g., defects/maifunctions) |#1 unknown dose, po n unknown dates or duration . .
2. Outcomes attributed to sdverse event #2 #2
{check all that apply) () diesblity 4. Diagnosis for uss (indication) 5. Event ahatad after use
(X) deem 11/25/98 () congenitel anomaly #1 unknown $topped or dose reduced
() Wie-threstening (X) required intervention to prevent #1 () Yes ( ) No (X) “/4
(X) hoepitalization - initial or prolonged damage 2
() othen 6. Lot # Gf known) 7. Exp. date f known) [#2 ¢ ) Yes ¢ ) No ¢ ) u/AJ
[3 et of event 4. Date of this report #1_ unknown #1_ unknown 8. Event reappeared aiter
reintroduction
11712/98 (motdeviyr 02711700 2 *2 " Csves ¢ 3 o G0 W
L (] o
5. Describe event or problem 9. NDC # - for product problems only (if known)
Lit report (Artificial Organs 1999;23¢7):631) of a clinical - - #2 ( ) Yes ( ) No ¢ ) N/,
experience associated w/Phase I clinical safety evatuation 10. Concomitant medical products end therapy dates (xciude Ureatment of Svent)
of Bloartificial Liver Support System (BLSS) in tx of pt’s steroids, CYTOXAN® (Sect B5 cont) next 1-2 weeks septic. i
presenting w/encephalopathy deteriorating beyond Parson’s shock (SEPSIS). Pt’s blood cx was (+) for E.Faecalis on-
grade 2 from fulminant or acute-on-chronic liver failure. 11/13/98 & (+) for Pseudomonas on 11/22/98. Pt had cardiac
According to sbstract, a 41 yo F presented w/worsening arrest (HEART ARREST) on 11/23
ENCEPNALOPATHY, evidence of acute (acetaminophen-induced)
“fver injury (LIVER DAMAGE), hypertension & systemic lupus. 1. Contact office - name/address (& mfring sits for devices)
“t rec’d 2 txs w/BLSS. Pt’s APIT remained above 200s (COAGUL McNeil Consumer Healthcare 215-273-7303
TIME INC). Pt reportedly tolerated tx well, regained nl men- Medical Affairs
tal status after txs & was extubated 6 days post-tx. Pt died 7050 Camp Hill Road
(DEATH) 12 days post presentation from SEPS1S. Addl info Ft. Washington, PA 19034
rec’d 2/11/00: Med recs from physician indicates that pt was FEB 22 m

adm to liver tx ICU on 11/12/98 w/FHF very likely due to
TYLENOL® toxicity. Pt presented w/grade 2 encephalopathy
which became worse. Pt tx w/bio-artificial liver. Pt devel-

oped multi-system orgen failure w/renal faflure (KIDNEY 4. Oa ?‘hneﬂndbymhm 5. (X) professional
FAILURE), GI bleeding (GI HEMORRHAGE), & over (See Sect c10) 02711700 {A)NDA # 19-872 € ) user facility
73. If IND, protocol # IND # company
PLA # { ) representative

Jl"ﬁm dwa, inciuding dates ‘ pre-1938 ( ) Yes ¢ ) distributor

11/12/98: WBC=9.3(16Xbands/55%polys),Plt=53,000,PT227,9,PTT= 7. Type of report oTC ( ) other

PTT=30.5,BUN=64 , BUN=64 ,Cr=1.8,Cl=109, TCO2=15, Tbi L i=20.5, (check all that apply} product  (X) Yes

= . ; 1
Dbili=17.6,AP=257 GGT=977,SGPT=9375,S60T=7590, LDH=9650; ( ) 5-day (X) 5-.dn'v B Adverss sverT TorTeT
11713: transjugular liver biopsy subsequently (See Sect 87) { ) 10-day ¢ )periodic

( ) nitial (X)follow-up # 1|  ENCEPHALOPATHY LIVER DAMAGE
COAGUL TIME INC KIDNEY FAILURE
HEMORRHAGE GI  SEPSIS

9. Mfr. rsport number

7. Other relevant history, including preexisting medical conditions (e.g., allergiss, 12621457 HEART ARREST DEATH
race, pregnancy, smoking and sicohol use, hepatic/renal dysfunction, etc.} E. Initial reporter
SLE, lupus nephritis,s/p cholecystectomy, meningitis,cervical 1. Name, address & phone #
CA,s/p hysterectomy & BSO (Sect BS cont) showed 60X necro- J.F. Patzer Il
sis; 11/14: HR=96-110, CT scen head was nl; 11/17: WwBC=11.1, Starzl Transplantation Institute
Wli=16.1; 11/19: Endoscopy showed esophagitis: 11/21/98: W1544 Biomedical Science Tower FEB 2 4 Zn :3
Ta37.1C, HR=120, BP=180/99; 11/22: bili=26.2;11/23: WB8C=0.6; Pittsburgh, PA 15213 v
11/26: plt=5000 PT=29.7, PTT=82.7; 11/25: bili=16.7 2. Health professional? [3. Occupation 4. initial reporter aiso
sent report to FDA
Submission of a report does not constitute an
m adniuionthnmzcal personnel, user facility, (X) Yes ( ) No () Yes () No (X) Unk
distributor, manufacturer or product caused or

Facsimile Form 3800A  contributed to the event.



